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REMARKS 

Claims 1-78 are pending in the application. Claims 1-65 have previously been withdrawn. 
Claims 66-78 are currently under examination. Claims 66, 69 and 72 have been amended to correct 
certain typographical errors. No new matter has been added. 

Rejection of Claims 66-78 Under 35 U.S.C. § 103(a) 

Claims 66-78 are rejected under 35 U.S.C. § 103(a) as allegedly being obvious over Kuntzer 
et al. in view of Pedersen et al. (U.S. Patent No. 6,531,122). More specifically, the Examiner states: 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to treat CIDP by administering IFN-B intramuscularly as 
described by Pedersen et al. using the composition disclosed by Kuntzer et al.which 
(sic) are known to treat CIDP. Pedersen et al. disclose that IFN-B maybe (sic) 
administered both intramuscularly and subcutaneously (column 48, lines 20-25). 
One of ordinary skill in the art would have been motivated to choose different routes 
for administration of IFN-B to immunomodulate and treat CIDP because IM 
administration is less invasive than other routes of administration, such as IV 
administration (see the pending Final Office Action at page 3). 

The Examiner acknowledges that Kuntzer et al. does not teach or suggest administration of 
IFN-B via an intramuscular route as recited in claims 66-78. Pedersen et al. does not remedy the 
deficiency, because the Pedersen et al. disclosure describes potential treatment of a wide range of 
different medical conditions (see, e.g., column 3, lines 30-56 and column 43, lines 26-40 referring to 
the treatment of viral infections, cancers, tumors, Crohn's disease, ulcerative colitis, glioma, and 
idiopathic pulmonary fibrosis). Moreover, Pedersen et al. discloses intramuscular administration 
only as part of an extensive list of possible administration routes which includes oral, intravenous, 
intracerebral, intrperitoneal, intradermal, subcutaneous, intranasal, intrapulmonary, inhalation routes 
of administration or "m any other acceptable manner" (see column 39, lines 28-34). Since the 
Examiner has not established "a finding that there had been a finite number of identified, 
predictable potential solutions to the recognized need or problem," a skilled artisan reading 
Pedersen et al. would not have found it "obvious to try" intramuscular IFN-B administration (see 
M.P.E.P. § 2143). 
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By contrast, Applicant's specification teaches unexpected results regarding significant 
therapeutic efficacy of IFN-B for treating CIDP when administered via an intramuscular route. In 
this regard, Applicant respectfully submits Vallat et al. {Neurology 2003; 60: S23-S28) as Appendix 
A. Vallat et al. describes a multicenter, open-label study for determining the efficacy of 
intramuscular IFN-B (Avonex®) in the treatment of CIDP. Specifically, twenty patients received 
intramuscular IFN-B once weekly for 6 months and were evaluated for a quantitative Neurologic 
Disability Score ("NOS"), a clinical grading ("CG") scale, and grip strength ("GS") measures; 
electrophysiological data measurements were also performed at baseline and six months (see the 
Abstract). Vallat et al. report that as a result of this treatment with IFN-B, 85% percent of the 
patients showed either an improved or a stable disease. In particular, 35% of patients showed a 
significant improvement in NOS and CG, and the electrophysiological data measurements showed 
marked increases in the mean median, ulnar, and tibial motor nerve potential areas. In addition, out 
of the 10 patients (50%) exhibiting stabilization of the disease, 2 patients had fewer relapses and 3 
patients had a slowed disease progression (see "Discussion" at paragraph 2). Thus, Vallat et al 
confirms the unexpected therapeutic efficacy of intramuscular IFN-B for the treatment of CIDP, as 
compared to the disappointing results observed by Kuntzler et al. 

For at least the reasons set forth above, Applicants respectfully request reconsideration and 
withdrawal of the rejection. 
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CONCLUSION 

Applicants respectfully submit that the present Amendment and Response places the claims 
in condition for allowance. The Examiner may address any questions raised by this submission to 
the undersigned at (617) 832-1000. If any fees are due, the Commissioner is hereby authorized to 
credit any overpayment or charge any deficiencies to Deposit Account No. 06-1448, Reference 
No. BII-002.01. 



Dated: January 26, 2010 Respectfully submitted, 

/Beth E. Arnold/ 
Beth E. Arnold, Esq. 

Registration No.: 54,958 
FOLEY HOAG LLP 
155 Seaport Blvd 
Boston, Massachusetts 02210 
(617) 832-1000 
Attorney for Applicants 
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